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(54)Title: POWDERY COMPOSITION FOR NASAL ADMINISTRATION 



(57) Abstract 

A powdery composition for nasal administration wherein: (1) the composition comprises (i) a medicament, (ii) a water-absorbent, 
gel-forming base such as hydroxypropylcelluiose or hydroxypropylmethylcellulose, and (iii) a water-absorbent, sparingly water-soluble base 
such as crystalline cellulose or a-cellulose; (2) the amount of the water-absorbent, gel-forming base is about 5 to 40 % by weight of the sum 
of the amounts of the water-absorbent, gel-forming base and the water-absorbent, sparingly water-soluble base; and (3) the medicament is 
unevenly dispersed in the water-absorbent, sparingly water-soluble base rather than in the water-absorbent, gel-forming base. The 
composition is advantageous in that an excellent absorption via the nasal cavity can be offered even in the case of a highly water-soluble 
medicament, a highly liposoluble medicament, and a high-molecular weight peptide or protein medicament and the maximum blood level is 
much larger than that for the conventional compositions for nasal administration. 
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POWDERY COMPOSITION FOR NASAL ADMINISTRATION 



First Office Action 

(PCT application entering into the national, phase) 



1 . 13 Under the provision of Art. 35, para. 1 of the Patent Law, the exanniner has made an 

exannination as to substance of the captioned patent application for invention 
upon the request for substantive exannination filed by the applicant on . 

□ Under the provision of Art. 35, para. 2 of the Patent law, the Chinese Patent Office 
has decided to conduct an exannination of the captioned patent application for 
invention on its own initiative. 

2. 0 The applicant requests that 

the filing date Feb. 27. 1996 at the JP Patent Office be taken as the 
priority dote of the present application, 

the filing date Feb. 28. 1 996 at the JP Patent Office be taken as the 
priority date of the present application, 

the filing date at the Patent Office be taken as the priority date of the 

present application. 

3. □ The following annended documents submitted by the applicant cannot be 

accepted for failure to conform with Art. 33 of the Patent Law: 

□ the Chinese version of the annex to the international preliminary examination report. 

□ the Chinese version of the amended documents submitted according to the 
provision of Rule 19 of the Patent Cooperation Treaty. 

□ the amended documents submitted according to the provision of Rule 28 or Rule 41 
of the Patent Cooperation Treaty. 

9016 1 



□ the amended documents submitted according to the provision of Rule 51 of the 
Implementing Regulations of the Patent Law. 

See the text portion of this Office Action for detailed reasons why the amendment 
cannot be accepted. 

4. 0 Examination is conducted on the Chinese version of the initially-submitted 
international application. 

□ Examination is conducted on the following document(s): 

□ page of the description, based on the Chinese -version of the initially- 

submitted international application documents; 

page of the description, based on the Chinese version of the annex to the 

international preliminary examination report; 

page of the description, based on the amended documents submitted 

according to the provision of Rule 28 or Rule 41 of the Patent Cooperation Treaty; 

page ., — of the description, based on the amended documents submitted 

according to the provision of Rule 51 of the Implementing Regulations of the Patent 
Law. 

□ claim(s) , based on the Chinese version of the initially-submitted 

international application documents; 

claim(s) , based on the Chinese version of the amended documents 

submitted according to the provision of Rule 1 9 of the Patent Cooperation Treaty; 

claim(s) based on the Chinese version of the annex to the international 

preliminar/ examination report; 

claim (s) based on the amended documents submitted according to the 

provision of Rule 28 or Rule 41 of the Patent Cooperation Treaty; 

claim(s) based on the amended documents submitted according to th 

provision of Rule 51 of the Implementing Regulations of the Patent Law. 



e 



□ Fig(s) based on the Chinese version of the initially-submitted international 

application documents; 

, based on the Chinese version of the annex to the international 



Fig(s) 



preliminar/ examination report; 

Fig(s) , based on the amended documents submitted according to the 

provision of Rule 28 or Rule 41 of the Patent Cooperation Treaty; 

Fig(s) , based on the amended documents submitted according to the 

provision of Rule 51 of the Implementing Regulations of the Patent Law. 

5. 0 The following reference document(s) is/are cited in this Office Action (its/their serial 
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number(s) will continue to be used in the subsequent course of examination): 









1 


EP 0571671A1 


Date Dec. \, 1993 


2 


JP 60-224616A 


Date Nov. 9, 1985 


3 




Date 


4 







6. Concluding connnnents on the exannination: 

□ On the description: 

□ What is stated in the application comes within the scope of that no patent right 
shall be granted as prescribed in Art. 5 of the Patent Law. 

□ The description is not in confomnity with the provision of Art. 26, para. 3 of the 
Patent Law. 

0 On the clainns: 

□ Clainn(s) conne(s) within the scope of that no patent right shall be granted 

. as prescribed in Art. 25 of the Patent Law. 

□ Clainn(s) has/have no novelty as prescribed in Art. 22, para. 2 of the Patent 

Law. 

0 Clajnn(s) 1-18 has/have no inventiveness as prescribed in Art. 22, para. 3 of 

the Patent Law. 

□ Clainni(s) has/have no practical applicability as prescribed in Art. 22, para. 

4 of the Patent Law. 

□ Clainn(s) is/are not in conformity with the provision of Art. 26, para. 4 of the 

Patent Law. 

□ Claim (s) is/are not in conformity with the provision of Art. 31 , para. 1 of the 

Patent Law. 

□ Claim (s) is/are not in conformity with the provisions of Rules 20 to 23 of the 

Implementing Regulations. 

□ Claim (s) is/are not in conformity with the provision of Art. 9 of the Patent 

Law. 

□ Claim (s) is/are not in conformity with the provision of Rule 12, para. 1 of the 

Implementing Regulations. 

See the text portion of this Office Action for detailed analysis of the above 
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concluding connnnents. 

7. Based on the above concluding connnnents, the examiner deems that 

□ the applicant should make amendment to the application document(s) according 

to the requirements put forward in the text portion of this Office Action, 
n the applicant should expound in his/its observations why the captioned patent 

application is patentable and make amendment to what is not in conformity with 

the provisions pointed out in the text portion of this Office Action, otherwise, no 

patent right shall be granted. 
Ef the patent application contains no substantive content(s) for which a patent right 

may be granted, if the applicant has no sufficient reason(s) to state or his/its stated 

reason(s) is/are not sufficient, said application will be rejected. 

□ 

8. The applicant should note the following items : 

(1) Under Art. 37 of the Patent Law, the applicant should submit his/its obsen/ations 
within four months from the date of receipt of this Office Action; if, without any 
justified reason(s), the time limit for making written response is not met, said 
application shall be deemed to have been withdrawn. 

(2) The amendment made by the applicant to said application should be in conformity 
with the provision of Art. 33 of the Patent Law, the amended text should be in 
duplicate and its form should conform with the related provisions of the Guide to 
Examination. 

(3) If no arrangement is made in advance, the applicant and/or the agent shall not 
come to the Chinese Patent Office to have an interview with the examiner. 

(4) The observations and/or amended text should be sent to the Receiving Section f 
the Chinese Patent Office by mail or by personal delivery. If not sent to the Receiving 
Section by mall or by personal delivery, the document(s) will have no legal effect. 

9. This Office Action consists of the text portion totalling 5 page(s) and of the 
following attachment(s): 

^ —2 copy(copies) of the reference document{s) totalling 16 page(s). 

Examination Dept. No. Examiner 
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CPCH9861655P 

Text of the First Office Action 

The present application relates to a powdery composition for nasal 
administration. Upon examination, the Examiner's comments are given as 
follows: 

1. Claim 1 seeks to protect a powdery composition for nasal 
administration. Reference document 1 (the reference number is 
EP0571671A1) also discloses a powdery composition for nasal 
administration and specifically discloses that said composition comprises 
a drug and a carrier. Said carrier is composed of a) 90-10%, preferably 
85-45%, by weight of a non-ionic cellulose ether derivatiye_._such as 
methyl cellulose, hydroxypropyl cellulose, hydroxypropylmethyl 
cellulose,, hydroxyethyl cellulose, carboxymethyl cellulose salt; b) 10- _ ^ ^..^ ^ 
90%, preferably 15-45%, by weight of a or more. chitin-derived polymer--^ 
such as chitin and chitosan salts.CHi^^^W^^eference document 1 also 
discloses thatjiSe drugs are dispersed (in the chitin-derived polymers and 
85% by weight of entire particles have a average particle diameter in the 
range from 5 to 250 )Lim, preferably from 10 to 120 p.n^(see page 2 
paragraphs 1 and 9, page 3 paragraphs 1 and 6, the specific example 2 
in the description of reference document iVSince non-ionic cellulose 
ether derivatives in reference document 1 possess the properties of water- 
absorbing and gel-forming and said 15-45 weight percent cross-overlaps 
5-40 weight percent based on the total of the c gater-solub j^Sd^gel 
forming base material in claim 1, reference document 1 discloses the 
content of the watefJsoiu^lJ)and gel-forming base material in clai m 1. j 
Furthermore, reference document 1 discloses the drugs are dispersed in 
the chitin-derived^oLy-mer, le:, 100% of the drugs are in the chitin- 
derived polym^ howeveOthe. chitin-derived polymer possesses the 
properties of wafef-absofbmg and water-insoluble,^^hCTefore] the drugs 
are unevenly dispe rsedjn jhe chitin- derived polymer. (Therefore? claim 1 
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is different from reference document 1 in that the water-absorbing and 
water-insoluble materia|^^^^c^^^o„he. crystalline cellulose, a-cellulose, 
cross-linked sodium carboxy-methyl cellulose, cross-linked starch, 
gelatin, casein, tragacanth gum, polyvinyl pyrrohdone an^^afl^^jSolve^the 
technical problems for preparing and obtaining the competitions for nasal 
administration with higher blood concentration^ince the base materials 
of {Gystalline cellulose, a-cellulose, cross-linked sodium carboxy-methyl 
cellulose, cross-linked starch, gelatin, casein, tragacanth gum and 
polyvinyl pyrrolidonejpossess the similar physical properties^to chitin and 
chitosan/and all of them are the commonly used pharmaceutical carriers, 
it is easy for those skilled in the art to co^eWe of using crystalline 
cellulose, a-cellulose, cross-linked sodium carboxy-methyl cellulose, 
cross-linked starch, gelatin, casein, tragacanth gum and polyvinyl 
pyrrolidone [in the powdery coiiipositions for ^asal administration in 
reference document 1 jso^asjftos^ technical problems for preparing 
and obtaining the compositions for nasal administration withjiighfiiibldad 
^joncentr-ation. and ^cEje yelthe same technical effect s, jTherefore, claim 1 
does not possess prominent substantive features, nor represent a notable 
progress, thus does not possess inventiveness as stipulated in Article 22, 
para, three, of the Chinese Patent Law. 

2, Claims 2 and 4-6 further define the average particle diameter of the 
carrier material particles. Since claims 2 and 4-6_d[a^^nQt^bri^ any 
/Unex pected technical effects , said claims do not possess prominent 
substantive features, nor represent a notable progress, thus do not possess 
inventiveness as stipulated in Article 22, para, three, of the Chinese 
Patent Law when the claims to which claims 2 and 4-6 refer do not 
possess inventiveness. 

3. Claim 3 further defines the water-absorbing and water-insoluble base 
material. Since reference document 1 has disclosed the additional 
technical feature of claim 3, claim 3 does not possess prominent 
substantive features, nor represent a notable progress, thus does not 
possess inventiveness as stipulated in Article 22, para, three, of the 
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Chinese Patent Law. 

4. Claim 7 further defines the drugs in said pharmaceutical compositions. 
Since reference document 1 has disclosed that the drugs can be a series of 
non-peptide/non-proteinaceous drugs (see para. 3, page 3 in the 
description of reference document 1) such as antipyretic (equivalent to 
nonsteroidal anti-inflammatory drugs), analgesic agents, antitussives and 
so on. Reference document 2 (the reference number is JP60-224616A) 
has also disclosed a powdery composition for nasal administration and 
specifically discloses the dmgs.in said pharmaceutical compositions are 

£P^Etide/protem molecular weights of 1000-300000 

(see the left low colunm to the right low column of pages 3 and 4, the 
right up column of page 5 and the specific examples 13 and 17 in the 
description of reference document 2), Since the additional technical 
feature of claim 7 has been disclosed in reference documents 1 and 2, 
claim 7 does not possess prominent substantive features, nor represent a 
notable progress, thus does not possess inventiveness as stipulated in 
Article 22, para, three, of the Chinese Patent Law when the claim to 
which claim 7 refers does not possess inventiveness. 

5. Claim 8 also further defines non-peptide/non-proteinaceous drugs in 
said pharmaceutical compositions. Since these drugs are the drugs that 
are disclosed in reference docunient l;:and can be easily conceived by 
those skilled in the art on the basis of reference document 1 , claim 8 does 
not possess prominent substantive features, nor represent a notable 
progress, thus does not possess inventiveness as stipulated in Article 22, 
para, three, of the Chinese Patent Law. 

6. Claim 9 further defines peptide/proteinaceous drugs in said 
pharmaceutical compositions. Since these drugs are disclosed in reference 
document 2 and can be easily conceived by those skilled in the art on the 
basis of reference document 2, claim 9 does not possess prominent 
substantive features, nor represent a notable progress, thus does not 
possess inventiveness as stipulated in Article 22, para, three, of the 
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Chinese Patent Law. 

7. Claims 10-13 further define peptide/proteinaceous drugs in said 
pharmaceutical compositions. Since the definitions do not bring any 
unexpected effects, claims 10-13 do not possess prominent substantive 
features, nor represent a notable progress, thus do not possess 
inventiveness as stipulated in Article 22, para, three, of the Chinese 
Patent Law. 

8. Claims 14-17 further define the components in said compositions. On 
the basis of the reasons of Item 1, claims 14-17 do not possess prominent 
substantive features, nor represent a notable progress, thus do not possess 
inventiveness as stipulated in Article 22, para, three, of the Chinese 
Patent Law either. 

9. Claim 18 further defines the hydroxypropyl cellulose in said 
pharmaceutical compositions. Reference document 1 discloses that the 
2% aqueous solution of the cellulose ether derivatives has a viscosity of 
5-5000 cps (see line 5, page 3 in the description of reference document 1). 
Reference document 1 also discloses the hydroxypropyl cellulose, and the 
hydroxypropyl cellulose belongs to the cellulose ether derivatives and 5- 
5000 cps in reference document 1 cross-overlaps 150-4000 cps in claim 
18. Thus, it is easy for those skilled in the art to conceive of the technical 
solution of claim 18 on the basis of reference document 1. Therefore, 
claim 1 8 does not possess prominent substantive features, nor represent a 
notable progress, thus does not possess inventiveness as stipulated in 
Article 22, para, three, of the Chinese Patent Law either. 

For the aforementioned reasons, claims 1-18 of the present application do 
not possess inventiveness. Meanwhile, the description does not state any 
other substantive content which can be granted a patent right. Therefore, 
even if the applicant reorganises the initial claims and/or makes further 
defmitions according to the content stated in the description, the present 
application is unlikely to be granted a patent right. If the applicant cannot 
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put forward sufficient reasons that the present appHcation possesses 
inventiveness within the time limit fixed in this Office Action, the present 
application will be rejected. 
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